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Introducing the report 
This report summarises the presentations 
and debate from the first Axian Forum 
held on 27th April 2021. The Forum 
brought together around 50 senior 
people from a wide range of disciplines 
in the pharmaceutical industry, including 
drug safety, behavioural science, digital, 
commercial and medical, to debate the 
future of patient safety in the context of 
the seismic shifts driven by digital and 
COVID-19. 

Axian, and its predecessor companies, have always 
sought to bring innovative ideas and facilitate 
knowledge and experience-sharing through events of 
this type. We were pleased to continue this tradition, and 
we extend our heartfelt thanks to all those who joined us 
for this meeting.

During the day, we explored three key themes through 
presentations, breakout sessions and panel and plenary 
discussions.

 ‒ Theme 1: New healthcare, new safety: considering 
the impact of COVID-19 and opportunity for digital 
alongside fresh thinking on behavioural science and 
digital biomarkers

 ‒ Theme 2: Risk management for the 21st 
century: looking at the latest approaches for 
risk management, the implication of Module 
XVI revision 3 and the potential for digital risk 
minimisation platforms

 ‒ Theme 3: User-centric approaches  
to benefit-risk communication

The presentations and debate from each theme 
are summarised in this report, along with some key 
takeaway messages.

We hope our Forum ignited some new thinking and 
new relationships, and we look forward to hearing your 
responses to this report.

The Axian Team
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Patient safety,  
redefined

“Both digital technologies and the 
COVID-19 pandemic have had a huge 
impact on all aspects of our lives” – this 
type of statement is hardly news here in 
mid-2021.

Significant shifts in healthcare that were already 
underway have been accelerated by COVID, including; 
wider adoption of digital health, new treatment 
pathways and a greater public awareness of drug 
development and the idea of benefit-risk.

The pharmaceutical industry, governments and 
regulators have collaborated in the race to develop 
and approve products quickly, utilising decentralised 
clinical trials, rapid approvals and the adoption of digital 
technologies. Many of these changes will positively alter 
the face of healthcare and the pharmaceutical industry 
for the long term.

Michael Richardson - BMS 
Andrew Hobbs - Axian

One of the key topics of debate during the pandemic 
has been patient safety and whether the pharmaceutical 
industry should improve how it communicates about 
risk, prompting new ideas on conveying comparative 
risk (see example below [Figure 1]). Innovation in 
communication channels has been slower, with industry 
and regulatory practice remaining rooted in a paper 
first based approach.  Reasons for this may be a lack of 
familiarity with digital, a shortfall in capabilities and a 
perception that digital literacy and access is still low for 
patients.

Over recent years many pioneering patient safety teams 
have successfully deployed digital risk minimisation 
and risk management solutions, often alongside more 
traditional approaches, and regulators are increasingly 
receptive to this innovation. Given the broader 
environmental changes, many people are starting to 
ask how we can go beyond our initial experiments and 
bring drug and patient safety into the 21st century. We 
can do this by harnessing the trends in the digitisation 
of society and, importantly, how to better align this 
critical area of interaction with how people want to 
consume information today. This was the key question 
underpinning the first Axian Forum.

Serious harm due to 
vaccine side-effects
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accident or injury
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Chance of serious side-effects of the AstraZeneca vaccine compared with other risks

Chance of dying from the coronavirus since the pandemic start, other stats from 2018. 
Based on BBC visual with data source from Winton Centre for Risk and Evidence Communication.

Figure 1 The risk of serious side-effects from the AstraZeneca vaccine compared with other risks
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Theme 1: New healthcare, new safety?

As Eisenhower remarked, the details of a plan designed 
in advance are often incorrect; however, the planning, 
not the plan, is what is important. Predictions are not 
necessarily about being right but should be based on 
a thorough exploration of options and contingencies 
to provide scenarios to support decision making. The 
knowledge gained during this probing is crucial to the 
selection of appropriate actions as future events unfold.

If the pandemic has taught us anything, we must learn 
to embrace uncertainty and learn to adapt. While we 
may wish we could have ‘planned away’ the COVID-19 
pandemic and its devastating effects on people and 
economies, we weren’t able to do this. As a result, we 
haven’t been able to continue ‘as normal’ throughout the 
various lockdowns and have needed to adapt to new 
ways of both working and socialising. We’ve also seen 
the benefits of agility and adaptability first-hand with 
vaccines’ rapid development and authorisation.

What does this mean in practical terms? Multiple 
methods and systems can be used to address and 
embrace uncertainty, including the ‘lean start-up’ 
approach, design thinking (which has an excellent 
iterative process at its heart), and artificial intelligence 
(AI). AI excels in rapid, relentless iteration without losing 
enthusiasm due to repeated failures. These are the new 
areas that drug safety professionals need to explore in 
the coming years.

Paul Simms - Impatient Health

COVID-19 is not just an accelerant - 
new opportunities for patients and 
the pharmaceutical industry

“… plans are of  
no particular value, 

but… planning is 
indispensable.”  

Dwight D. Eisenhower 
1950

Accountability

Process

Culture

People

Eric Ries, The Lean Startup 

Smart 
start-ups go 

this way

Traditional 
companies 
go this way

Figure 2 ‘Lean’ start-up

Uncertainty and risk are close companions, and the idea 
of planned uncertainty applies as much to patient safety, 
as it does across the broader pharmaceutical industry. 
At its core, risk management embraces the concept 
of planned uncertainty but perhaps lacks the agility 
needed to adapt quickly. In our approach to drug and 
patient safety, we need to defy conventional wisdom, 
be brave and be prepared to innovate and even make 
mistakes to succeed and thrive.

Systems and processes alone will not move our area 
from reactive to proactive, though, and organisational 
design will need to be considered differently. Instead 
of building a culture around the people currently in 
the organisation and allowing the culture to define 
processes and where accountabilities lie, one option 
is to turn this structure on its head, starting with 
accountability and using this to determine processes 
and culture, and, ultimately, the people in the team  
(see Figure 2).

In this new world, perhaps the desired outcomes and  
the accountabilities to deliver them should be our 
starting point!
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Many risk minimisation measures seek to drive desirable 
behaviours, whether it’s ensuring that a physician carries 
out a pregnancy test on a patient before prescribing a 
product that could be teratogenic or informing patients 
of potentially serious side effects so they can be on 
the lookout and take appropriate action. In general, the 
design of these interventions is based on a presumption 
that people behave rationally. For example, we’ve 
made it clear that patients need to finish the course 
of antibiotics, so we expect them to do so. We’ve 
provided HCPs with a pre-prescription checklist, and 
so we assume they are using it. However, this is a false 
premise. We are all subject to our own beliefs, biases, 
heuristics, and social influence, and our current desires 
and needs tend to determine our behaviour (see  
Figure 3).

Mark Lightowler - Phorix

Behavioural science 
comes of age

Theme 1: New healthcare, new safety?

To further complicate matters, behaviour is always part 
of a system and needs to be approached as such. A 
more fundamental understanding of how people choose 
to act is required to improve risk management and risk 
management plans. For people to change, we must 
ensure that they can change and have the opportunity 
and motivation to change.

Human change can be understood, influenced, and 
sustained with the aid of behavioural science. Change is 
more likely to come about if we devise interventions that 
are both motivating and easy to implement.

Figure 3 How our minds work
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Behavioural 
beliefs

Attitude

Subjective 
norm

Intention

Actual
behavioural control

Behaviour

Perceived 
behavioural control

Normative 
beliefs

Control 
beliefs

Encouraging people to ‘act’ or implement a behaviour 
tends to occur towards the end of interventional work. 
The transtheoretical model (also called the Stages of 
Change model) argues that health behaviour change 
involves progress through six stages of change:  
pre-contemplation, contemplation, preparation, action, 
maintenance and termination. To be more effective, we 
need to initiate intervention before the individual had 
even thought about the act in question.

Figure 4 Theory of planned behaviour

The Theory of Planned Behaviour (see Figure 4) 
has been used successfully to predict and explain 
a wide range of health behaviours and intentions, 
including smoking, drinking, health services utilisation, 
breastfeeding, and substance use. The theory states that 
behavioural achievement depends on both motivation 
(intention) and ability (behavioural control). The approach 
was intended to explain all behaviours over which 
people can exert self-control. The critical component to 
this model is behavioural intent; behavioural intentions 
are influenced by the attitude about the likelihood that 
the behaviour will have the expected outcome and the 
subjective evaluation of the risks and benefits of that 
outcome.

Digital technologies may have a pivotal role to play here, 
as they bring us closer to the moment of change, which 
can be triggered by geography, time, and anticipated 
action. Moreover, they can also support the adjustment 
to new habits through reminders and alerts.
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Digital biomarkers for safety – risk 
prediction and avoidance Jeremy Jokinen - BMS

Theme 1: Key messages
 ‒ Drug safety organisations will need to build new capabilities and use new approaches to capitalise on the trends and 

opportunities that a digital health world presents. Likely areas include: design thinking and agile project methods
 ‒ Behavioural science has a crucial role to play in drug safety, as the ultimate aim of many risk minimisation initiatives is to 

influence how people act. Digital technologies are perfectly positioned to support behavioural change
 ‒ Real-time data collection and digital biomarkers offer a significant new opportunity to anticipate and avoid hazards, 

particularly when combined with predictive analytics and AI. Much will need to be done to prove the value of this information 
and bring regulators on board. In addition, safety teams will need to partner with experts in the field and with other areas of 
their organisation to realise this

Theme 1: New healthcare, new safety?

Real-time monitoring of biological parameters has 
become a daily reality for many people. For example, 
we can track our steps and approximate distance 
travelled, weight, blood glucose, forced expiratory 
volume, and heart rhythm and rate from the comfort of 
our own homes. This gives patient safety teams a unique 
opportunity to try to predict and avoid risks, for example:

 ‒ Preventing a fall by noticing that an older person is 
moving less

 ‒ Helping a diabetic patient avert hypoglycaemic 
episodes and diabetic ketoacidosis

 ‒ Markedly improved monitoring, diagnosis and 
management of paroxysmal arrhythmia, e.g. 
paroxysmal atrial fibrillation

This type of intervention is still in its infancy, and the way 
forward is far from crystal clear, but we can continue to 
ask questions, such as: 

 ‒ What do these data tell us scientifically?
 ‒ How can we include these data in our signal 

detection activities?
 ‒ How might we create new science-based rules to 

trigger a safety review/action in real-time?
 ‒ How will we analyse safety data we may have for 

the patient to characterise risk?

By asking the right questions (see Figure 5) and 
partnering with other areas of our organisations and 
external experts, we can evaluate the usefulness of 
new tools for risk management and prediction. At the 
same time, we need to continue to position drug safety 
departments as research and development partners 
rather than merely compliance functions so that we can 
remain part of these discussions.

Does device 
indicate patient 

health status?

No

Yes

Bring all data into patient 
safety processes 
(e.g. signal management)

Identify any AEs and a 
reporting plan/path

Implement device 
for risk management 
as appropriate

Create plan to evaluate 
technology (‘validate’ use)

Document rationale 
for ‘No’

If ‘valid’ – use this plan as 
guide for teams using the 
device and data in the future

If not – document results and 
to justify future, reduced data 
collection of similar devices

Implement device 
for surveillance as 
appropriate

Yes or potentially yes

Definitely No Figure 5 Digital device - start with a different question
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Opportunities and challenges 
associated with risk management for 
the 21st century

Following the release of guidelines that introduced 
greater proactivity and consistency into the practice of 
pharmacovigilance (PV) and benefit-risk management 
throughout the lifecycle of a drug, there have 
been significant advances in regulatory guidance/
recommendations regarding how risk minimisation 
measures (RMMs) should be designed, implemented, 
disseminated, and evaluated for effectiveness in real-
world healthcare settings.

When considering these changes, two concepts have 
become prominent in recent years – the ‘Learning PV 
System’ and implementation science.

‘The Learning PV System’
The’ Learning PV System’ (see Figure 6) takes a 
continuous improvement and optimisation approach to 
PV while leveraging innovation, collaboration, and real-
world data to enrich PV science.

Implementation Science
Implementation science is the study of strategies 
to adopt and integrate evidence-based healthcare 
interventions. It bridges the divide between the current 
landscape and desired future state concerning risk 
management. Revision 3 of GVP module XVI has 
embraced implementation science, drawing attention 
to the requirement for robust dissemination plans, 
periodic assessments for implementation and impact, 
and continuous evaluation and monitoring of the 
implementation process.

In addition, implementation science includes a 
design-focused approach to initiatives such as RMM, 
co-creating these with HCPs and patients to increase the 
value and usability of the proposed solution, and builds 
in detailed effectiveness evaluations that refer to the 
contextual factors at the organisational and individual 

levels that directly and indirectly affect programme 
implementation and programme effectiveness (for 
example, adequate resourcing and senior leadership 
support at the organisational level and attitudes towards 
risk minimisation programmes at the individual level).

Meredith Y Smith - Alexion

Future directions
We can expect to see further advances in these areas 
in the coming years, with a growing use of frameworks, 
models, and theories to guide practice. 

The accelerating growth in the use of digital 
technologies in risk management will also support the 
development of evidence-based approaches in this area. 
Digital technologies are well-positioned to help drug 
safety professionals capture data on how stakeholders 
use and understand risk management materials. As 
they are quicker and easier to update, digitally based 
RMMs are better suited to continuously improving the 
risk management system. In parallel, a global effort to 
harmonise definitions and best practices is required to 
support deeper collaboration across geographies and 
organisational boundaries.

Theme 2: Opportunities and challenges associated  
 with risk management for the 21st century

Figure 6 Learning PV system

Mouchantaf R, Auth D, Moride Y, Raine J, Han SY, Smith MY. Risk Management for the 21st Century: Current Status 
and Future Needs. Drug Saf. 2021 Apr;44(4):409-419. DOI: 10.1007/s40264-020-01033-z. Epub 2021 9 February. 
PMID: 33565024; PMCID: PMC7994212.
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Theme 2: Key messages
 ‒ There have been significant advances in the science and practice of risk minimisation in recent years, with an increasing 

focus on the concept of a ‘Learning PV System’ and implementation science
 ‒ Digital technology is set to play a critical role in improving and enhancing risk minimisation, as it lends itself well to a 

continuous improvement approach and to evidence-based interventions
 ‒ An effective digital platform allows a global risk minimisation strategy to be quickly operationalised. Content can be tailored 

to the local language and health system efficiently while maintaining global oversight and compliance. We should rethink 
the way we deliver risk management messaging

 ‒ Technology implementation needs to be coupled with an effective internal and external engagement plan, suitable 
capability building and organisational change management

The pharmaceutical industry has recognised the 
limitations of current paper-based approaches to 
delivering risk management messaging, including 
complex manual tracking of implementation and the 
poor return on investment associated with effectiveness 
surveys.

Digital technologies are ideally placed to address many 
of these issues and alter how we think about delivering 
risk management messaging by focusing on content 
management and approval, channel distribution, 
engagement, and analytics. They allow the maintenance 
of global oversight whilst adapting to local needs and 
testing the effectiveness of initiatives such as RMMs in 
near real-time.

The ‘ideal’ digital platform for risk management 
messaging would have the following characteristics:

 ‒ Combines global and local ease of use with an 
understanding of the regulatory environment

 ‒ Provides tracking and oversight to ensure 
compliance

 ‒ Offers personalisation
 ‒ Includes interoperability and data exchange 

capabilities as standard

Digital platforms  
for risk minimisation Giles Thurston - Axian

Implementation of any digital approach needs to be 
coupled with an effective awareness-raising strategy 
and organisational change initiatives. As digital 
audiences increase in sophistication, expecting more 
from each online interaction, we also need to put the 
end-user firmly at the core of our design.

Theme 2: Opportunities and challenges associated  
 with risk management for the 21st century

Digital 
Platform 

Provides 
tracking and 

oversight 
globally to 

ensure 
compliance

Real time 
evaluation  

Interactivity 
and 

personalisation

Interoperability 
and data 
exchange 

Deliver tools to 
the user, in the 
way they want 
to consume it 

Self serve 
localisation with 

global 
governance   
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How do we take the next step with our 
patient safety communications? 

The debate focused on several areas that can contribute 
to optimised and more effective patient safety 
communications.

At the outset of the design process for patient safety 
communications, we should adopt ‘design thinking’ 
principles with the end-user very much in mind. 
We need to take an iterative, data-driven approach 
combined with empathy and understanding while 
embracing the improved insight conferred by 
behavioural science expertise.

User-centric approaches  
to benefit-risk communication

Panel: 
Vicki Edwards - Abbvie 
Paul Simms - Impatient Health 
Michael Richardson - BMS 
Mariette Boerstoel-Streefland - Alexion

Leverage
behavioural science

Empathy and 
understanding

Integrate
implementation 
science approaches

Design in 
optimal 

evaluation 
methods

Commitment 
to continuous 
improvement

Communications 
trigger 

behavioural 
change

Use
communication 
system best practice

Adopt
‘Design thinking’ 
principles

-  Understand behaviours as 
part of a system

-  Design for the real world, 
not for an ideal situation

-  Take an iterative, 
data-driven approach

-  Start with the end 
user in mind

-  Co-creation
-  Continuous improvement
  

-  Maintain global oversight 
whilst adapting for 
regional needs

-  Aim for interoperability, 
personalisation

ideal

Figure 7 Aiming for optimal patient safety communications

Leveraging behavioural science has much potential 
to better inform the optimisation of patient safety 
communications. Behaviours need to be understood not 
simply as isolated factors but in the context of a broader 
system. With this borne in mind, we should design our 
communications for a real-world context (not just an 
idealised situation).

Theme 3: User-centric approaches to benefit-risk communication
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Key takeaways
 ‒ Following any one of the four areas in the diagram 

(see Figure 7) will help improve our initiatives
 ‒ Taking on board the learnings from two or more of the 

areas will have a synergistic effect
 ‒ Leveraging all four areas will potentially allow us 

to create fully optimised interventions based on an 
in-depth understanding of user behaviour and digital 
communication best practices implemented within 
frameworks that encourage agility and continuous 
improvement

The consensus was that communication system best 
practice should be more clearly defined, standardised 
and used, with patient safety communications intended 
to encourage and trigger behavioural change. Global 
oversight is required while retaining the agility and 
flexibility to adapt to local/regional needs. We need to 
consider interoperability between multiple systems and 
the scope for communication personalisation from the 
bottom up.

The process of optimising patient safety 
communications also requires a commitment to 
continuous improvement. Integrating implementation 
science approaches while designing in the most 
appropriate evaluation methods should lie at the heart 
of this undertaking, alongside practical cross-functional 
cooperation and effective communication. In particular, 
the patient safety function has an instrumental role 
to play as a leader, a listener, a trusted advisor and a 
process coordinator throughout.

Underpinning the discussion was the acknowledgement 
that the pharmaceutical industry and associated 
regulatory bodies have lagged behind many 
other sectors in embracing the vast potential of 
digital platforms, especially where patient safety 
communications are concerned. 

Leveraging digital can allow us to create successful 
interventions based on an in-depth understanding 
of user behaviour and communication best practices 
implemented within frameworks that encourage agility 
and continuous improvement.



The first Axian forum: Patient safety redefined

© 2021 Axian Consulting Ltd.  |  13

To learn more about Axian and how we can 
help you visit www.axian.consulting 

About  
Axian consulting

We founded Axian because we believe that when it comes 
to patient safety, ‘ticking a box’ isn’t enough. We want to 
help the pharmaceutical industry deliver better healthcare 
outcomes, and we do this by changing and improving how 
information is provided to patients and HCPs.

We understand that each ‘stakeholder’ and ‘end-user’ 
is a person with their own priorities and preferences, 
which need to be taken into account when designing any 
successful safety intervention.

We believe that data plays an important role when 
it comes to designing initiatives and reviewing their 
effectiveness. We understand the need for privacy and 
that this should be captured and handled in a safe and 
effective manner. We also believe any results or insights 
should be placed within a broader context, as it only forms 
part of the puzzle.

Synergy and collaboration are central to everything we do, 
and we hope to see this increasingly reflected in how the 
industry works with regulators, HCPs and patients.

Andrew Hobbs 
ahobbs@axian.consulting

Marie-Claire Wilson 
mwilson@axian.consulting


